Appln. No.: 10/677,747 J8J-105US 

Amendment Dated February 6, 2007 

Reply to Office Action of December 22, 2006 

Amendments to the Claims: This listing of claims will replace all prior versions, and listings, 
of claims in the application 

Listing of Claims: 

1. (Canceled) 

2. (Canceled) 

3. (Currently Amended) An aqueous phormaccutico l anesthetic composition, 
comprising water, propofol, and a combination of excipients selected from the group consisting 
of: 

a) Benzalkonium chloride, Cremophor EL; 

b) Benzalkonium chloride, Poloxamer 237; 

c) Benzalkonium chloride, Benzethonium chloride, Poloxamer 237; 

d) Benzalkonium chloride, Cremophor EL, Polysorbate 80; 

e) Benzalkonium chloride, Cremophor EL, Propylene Glycol; 
§f) Benzalkonium chloride, PEG 400, Poloxamer 237; 

bg) Benzalkonium chloride, Poloxamer 188, Poloxamer 338; 
+h) Benzalkonium chloride, Poloxamer 188; 

ji) Benzalkonium chloride, Poloxamer 237, Polyoxyethylene 40 Stearate; 

kj) Benzalkonium chloride, Poloxamer 237, Polysorbate 80; 

Ik) Benzalkonium chloride, Poloxamer 237, Propylene Glycol; 

mj) Benzalkonium chloride, Poloxamer 237, vitamine E TPGS; 

mri) Benzalkonium chloride, Poloxamer 237, Saccharin sodium; 

en) Benzalkonium chloride, Poloxamer 338; 

30) Benzalkonium chloride, Poloxamer 407; 

ffi) Benzalkonium chloride, Poloxamer 407, Polyoxyethylene 40 Stearate; 
sg) Benzalkonium chloride, Poloxamer 407, Polysorbate 80; 
tr) Benzalkonium chloride, Poloxamer 407, vitamine E TPGS; 
us) Benzethonium chloride, Cremophor EL; 
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vt) Benzethonium chloride, Cremophor EL, PEG 400; 

wu) Benzethonium chloride, Cremophor EL, Poloxamer 237; 

xy) Benzethonium chloride, Cremophor EL, Poloxamer 338; 

yw) Benzethonium chloride, Cremophor EL, Poloxamer 407; 

zx) Benzethonium chloride, Cremophor EL, Polysorbate 80; 

[[aa]]y) Benzethonium chloride, Cremophor EL, Propylene Glycol; 

[[bb]]z) Benzethonium chloride, Cremophor EL, vitamine E TPGS; 

[[dd]]aa) Benzethonium chloride, PEG 400, Poloxamer 188; 

[[ee]]bb) Benzethonium chloride, PEG 400, Poloxamer 237; 

[[ff]]cc) Benzethonium chloride, PEG 400, Poloxamer 338; 

[[gg]]dd) Benzethonium chloride, PEG 400, Poloxamer 407; 

[[hh]]ee) Benzethonium chloride, PEG 400, Polyoxyethylene 40 Stearate; 

[[ii]]ff) Benzethonium chloride, PEG 400, Polysorbate 80; 

[[jj]]gg) Benzethonium chloride, Poloxamer 188; 

[[kk]]hh) Benzethonium chloride, Poloxamer 188, Poloxamer 237; 

[[ll]]M) Benzethonium chloride, Poloxamer 188, Poloxamer 338; 

[[mm]]jj) Benzethonium chloride, Poloxamer 188, Poloxamer 407; 

[[nn]]kk) Benzethonium chloride, Poloxamer 188, Polyoxyethylene 40 Stearate; 

[[oo]]H) Benzethonium chloride, Poloxamer 188, Polysorbate 80; 

[[pp]]mm) Benzethonium chloride, Poloxamer 188, Propylene Glycol; 

[[pp]]nn) Benzethonium chloride, Poloxamer 188, vitamine E TPGS; 

[[ss]]oo) Benzethonium chloride, Poloxamer 237; 

[[tt]]gfi) Benzethonium chloride, Poloxamer 237, Poloxamer 338; 

[[uu]]gg) Benzethonium chloride, Poloxamer 237, Poloxamer 407; 

[[vv]]rr) Benzethonium chloride, Poloxamer 237, Polyoxyethylene 40 Stearate; 
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[ww]]ss) Benzethonium chloride, Poloxamer 237, Polysorbate 80; 

[xx]]tt) Benzethonium chloride, Poloxamer 237, Propylene Glycol; 

[yy]]uu) Benzethonium chloride, Poloxamer 237, vitamine E TPGS; 

[aaa]]vy) Benzethonium chloride, Poloxamer 338; 

[bbb]]ww) Benzethonium chloride, Poloxamer 338, Poloxamer 407; 

[cc]]xx) Benzethonium chloride, Poloxamer 338, Polyoxyethylene 40 Stearate; 

[dd]]yy) Benzethonium chloride, Poloxamer 338, Polysorbate 80; 

[eee]]zz) Benzethonium chloride, Poloxamer 338, vitamine E TPGS; 

[ggg]]aaa) Benzethonium chloride, Poloxamer 407; 

[hhh]]bbb) Benzethonium chloride, Poloxamer 407, Polyoxyethylene 40 Stearate; 

[iii]]ccc) Benzethonium chloride, Poloxamer 407, Polysorbate 80; 

[jj]]ddd) Benzethonium chloride, Poloxamer 407, Propylene Glycol; 

[kkk]]eee) Benzethonium chloride, Poloxamer 407, vitamine E TPGS; 

[mm]]fff) Benzethonium chloride, Polyoxyethylene 40 Stearate,. Polysorbate 80; 

[nnnllq gg ) Benzethonium chloride, Polyoxyethylene 40 Stearate x Propylene Glycol; 

[oo]]hhh) Benzethonium chloride, Polyoxyethylene 40 Stearate x vitamine E TPGS; 

[pp]]iit) Benzethonium chloride, Polyoxyethylene 40 Stearate; 

[qqq]]jjj) Benzethonium chloride, Polysorbate 80; 

[rr]]kkk) Benzethonium chloride, Polysorbate 80, Propylene Glycol; 

[ss]]lii) Benzethonium chloride, vitamine E TPGS; 

[uu]]mmm) Benzethonium chloride, Propylene Glycol, vitamine E TPGS; 
[xxx]]nnn) Cremophor EL, Polysorbate 80; 
[yyy]]ooo) Cremophor EL, Deoxycholate, Poloxamer 237; 
TzzzU ppp ) Cremophor EL, Deoxycholate, vitamine E TPGS; 
jaaaall ggq ) Cremophor EL, Poloxamer 407; 
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[bbbb]]rrr) Deoxycholate, Poloxamer 237; 

[ccccllsss) Deoxycholate, Poloxamer 237, Poloxamer 338; 

[dddd]]ttt) Deoxycholate, Poloxamer 237, Poloxamer 407; 

[eeee]]uuu) Deoxycholate, Poloxamer 237, Polysorbate 80; 

[ffff]]wv) Deoxycholate, Poloxamer 237, vitamine E TPGS; 

[gggg]]www) Deoxycholate, Poloxamer 407; 

[hhhh]]xxx) Deoxycholate, Poloxamer 407, Polysorbate 80; 

[iiii]]yyy) Deoxycholate, Polysorbate 80, vitamine E TPGS; 

[jjjj]]zzz) Deoxycholate, vitamine E TPGS; 

TIIIMI aaaa ) PEG 400, Poloxamer 237, Poloxamer 338; 

[mmmm]]bbbb) PEG 400, Poloxamer 237, Poloxamer 407; 

[rrrr]]cccc) Poloxamer 188, Poloxamer 237, Poloxamer 338; 

[ssss]]dddd) Poloxamer 188, Poloxamer 237, Poloxamer 407; 

[uuuu]]eeee) Poloxamer 188, Poloxamer 338, Poloxamer 407; 

[zzzz]]ffff) Poloxamer 237, Polyoxyethylene 40 Stearate; 

faaaaall qgqq ) Poloxamer 237, Polysorbate 80; 

[ccccc]]hhhh) Poloxamer 237, vitamine E TPGS; 

[ddddd]]iiii) Poloxamer 237, Saccharin sodium; 

[ggggg]]jjjj) Poloxamer 237, Poloxamer 338, Poloxamer 407; 

[hhhhh]]kkkk) Poloxamer 237, Poloxamer 338, vitamine E TPGS; 

[jjjjj]]liii) Poloxamer 237, Poloxamer 407, Polyoxyethylene 40 Stearate; 

[kkkkk]]mmmm) Poloxamer 237, Poloxamer 407, Polysorbate 80; 

[lllll]]nnnn) Poloxamer 237, Poloxamer 407, Propylene Glycol; 

[mmmmm]]oooo) Poloxamer 237, Poloxamer 407, Saccharin sodium; 

[oooooII ppPP ) Poloxamer 237, Polyoxyethylene 40 Stearate A Polysorbate 80; 
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[[ppppp]]3fl9fl) Poloxamer 237, Polyoxyethylene 40 Stearate x vitamine E TPGS; 
[[qqqqq]]rrrr) Poloxamer 237, Polysorbate 80; 

[[uuuuu]]ssss) Poloxamer 338, Poloxamer 407, Polyoxyethylene 40 Stearate; 
[[vvvvv]]tttt) Poloxamer 338, Poloxamer 407, Polysorbate 80; 
[[wwwww]] uuuu ) Poloxamer 338, Poloxamer 407, Propylene Glycol; 
[[xxxxx]]vvvv) Poloxamer 338, Poloxamer 407, vitamine E TPGS; 
[[yyyyyll wwww ) Poloxamer 338, Poloxamer 407, Saccharin sodium; 
aaaaao xxxx ) Poloxamer 338, Polyoxyethylene 40 Stearate^ Polysorbate 80; 
bbbbbb yyyy ) Poloxamer 338, Polyoxyethylene 40 Stearate x vitamine E TPGS; 
dddddd zzzz ) Poloxamer 407, Polyoxyethylene 40 Stearate; 
eeecec aaaaa ) Poloxamer 407, Polysorbate 80; 
qgqqqq bbbbb ) Poloxamer 407, vitamine E TPGS; 
hhhhhh ccccc ) Poloxamer 407, Saccharin sodium; 
jjjjjjddddd) Poloxamer 407, Polyoxyethylene 40 Stearate; 
kkkkkk eeeee ) Poloxamer 407, Polyoxyethylene 40 Stearate x Polysorbate 80; 
WWfffff) Poloxamer 407, Polysorbate 80; 

mmmmmm gqqqq ) Polyoxyethylene 40 Stearate, Polysorbate 80; 
nnnnnn hhhhh ) Polysorbate 80, vitamine E TPGS; 
qqqqqq iiiii) Polysorbate 80, Propylene Glycol; 
ssssss iijij ) Benzalkonium chloride, Poloxamer 237; 
tttttt kkkkk ) Benzalkonium chloride, Poloxamer 237, Propylene Glycol; 
uuuuuu lllll) Benzalkonium chloride, Poloxamer 237, Saccharin sodium; 
vvvvvv mmmmm ) Benzethonium Chloride, Poloxamer 237; 
wwwwww nnnnn ) Benzethonium Chloride, Poloxmer 407; 
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aaoaaoa o oooo ) Sodium deoxycholate, polyoxyethylene 20 sorbitan monooleate, D- 
alpha-tocopheryl polyethylene glycol 100 succinate; 

bbbbbbb ppppp ) Poloxamer 237, PEG-40 stearate, polyoxyethylene 20 sorbitan 
monooleate; 

ccccccc flgggfl) PEG-400, PEG-40 stearate, polyoxyethylene 20 sorbitan monooleate; and 
eeeeeeerrrrr) Sodium deoxycholate, D-alpha-tocopheryl polyethylene glycol 100 



wherein said composition is substantially free of a lipid, a long chain fatty acid, a 
triacylglycerol, or a glycol esterr and wherein said composition is suitable for administration as 
an anesthetic to a human or veterinary patient. 

4-17. (Canceled) 

18. (Currently Amended) An anesthetic composition comprising water, propofol, D- 
a/p/?a-tocopheryl polyethylene glycol 1000 succinate, and T he compos i tion of c l aim 1 further 



chain fatty acid, a triacylglycerol, or a glycerol ester . 

19. (Previously Presented) The composition of claim 18, wherein said deoxycholate is 
sodium deoxycholate. 

20. (Previously Presented) The composition of claim 19, wherein sodium deoxycholate 
is present in a concentration of about 1.5 to about 6 percent (w/v) of said composition. 

21. (Previously Presented) The composition of claim 19, wherein propofol is present in 
an amount of 0.5 to about 2.4 percent (w/v) of said composition; sodium deoxycholate is 
present in an amount of about 1 to about 15 percent (w/v) of said composition; D-alpha- 
tocopheryl polyethylene glycol 1000 succinate is present in an amount of about 2 to about 15 
percent (w/v) of aid composition. 



succinate; 




leoxycholate and wherein said composition is substantially free of a lipid, a long 
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22. (Previously Presented) The composition of claim 18, further comprising citric acid 
or a salt thereof in a concentration of at least about 0.1 (w/v) of said composition. 

23. (Previously Presented) The composition of claim 18, further comprising an 
antimicrobial agent. 

24. (Previously Presented) The composition of claim 18, further comprising 
polysorbate. 

25. (Previously Presented) The composition of claim 24, wherein polysorbate is 
polyoxyethylene 20 sorbitan monooleate. 

26. (Previously Presented) The composition of claim 25, wherein polyoxyethylene 20 
sorbitan monooleate is present in a concentration of about 3 to about 7 percent (w/v) of said 
composition. 

27. (Currently Amended) The composition of claim ±18, comprising water, propofol, 
D-a/p/73-tocopheeryl polyethylene glycol 1000 succinate, sodium deoxycholate, polyoxyethylene 
20 sorbitan monooleate, and optionally citric acid or a salt thereof. 

28. (Previously Presented) The composition of claim 27, wherein the total concentration 
of polyoxyethylene 20 sorbitan monooleate, D-a/p/73-tocopheeryl polyethylene glycol 1000 
succinate, and sodium deoxycholate is about 15 percent or less (w/v) of said composition. 

29. (Previously Presented) The composition of claim 27, wherein propofol is present in 
an amount of about 0.5 to about 2.4 percent (w/v) of said composition; polyoxyethylene 20 
sorbitan monooleate is present in an amount of about 1 to about 15 percent (w/v) of said 
composition; D-a/p/?a-tocopheryl polyethylene glycol 1000 succinate is present in an amount of 
about 0.5 to about 15 percent (w/v) of said composition; and sodium deoxycholate is present in 
an amount of about 1 to about 15 percent (w/v) of said composition. 
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30. (Previously Presented) An aqueous pharmaceutical composition, comprising water, 
propofol, polysorbate, and polyethylene glycol stearate, wherein said composition is 
substantially free of a lipid, a long chain fatty acid, a triacylglycerol, or a glycerol ester. 

31. (Previously Presented) The composition of claim 30, wherein said polysorbate is 
polyoxyethylene 20 sorbitan monooleate. 

32. (Previously Presented) The compositioin of claim 31, wherein polyoxyethylene 20 
sorbitan monooleate is present in a concentration of about 3 to about 7 percent (w/v) of said 
composition. 

33. (Previously Presented) The composition of claim 30, wherein said polyethylene 
glycol stearate is polyethylene glycol 40 stearate. 

34. (Previously Presented) The composition of claim 33, wherein polyethylene glycol 40 
stearate is present in a concentration of about 1.5 to about 6 percent (w/v) of said composition. 

35. (Previously Presented) The composition of claim 30, further comprising poloxamer. 

36. (Previously Presented) The composition of claim 32, wherein said poloxamer is 
Poloxamer 237. 

37. (Previously Presented) The composition of claim 36, wherein Poloxamer 237 is 
present in a concentration of about 1 to about 5 percent (w/v) of said composition. 

38. (Previously Presented) The composition of claim 30, wherein said composition 
comprises propofol, polyoxyethylene 20 sorbitan monooleate, Poloxamer 237, polyethylene 
glycol 40 stearate, and optionally citric acid or a salt thereof. 

39. (Previously Presented) The composition of claim 38, wherein said composition 
comprises polyoxyethylene 20 sorbitan monooleate, Poloxamer 237, and polyethylene glycol 40 
stearate in a total concentration of about 15 percent or less (w/v) of said composition. 

40. (Previously Presented) The composition of claim 38, wherein propofol is present in 
an amount of about 0.5 to about 2.4 percent (w/v) of said composition; polyoxyethylene 20 
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sorbitan monooleate is present in an amount of about 2 to about 15 percent (w/v) of said 
composition; Poloxamer 237 is present in an amount of about 0.5 to about 15 percent (w/v) of 
said composition; and polyethylene glycol 40 stearate is present in an amount of about 1 to 
about 15 percent (w/v) of said composition. 

41. (Previously Presented) The composition of claim 30, further comprising a 
polyethylene glycol. 

42. (Previously Presented) The composition of claim 41, wherein said polyethylene 
glycol is polyethylene glycol 400. 

43. (Previously Presented) The composition of claim 41, wherein said composition 
comprises water, propofol, polyoxyethylene 20 sorbitan monooleate, polyethylene glycol 400, 
polyethylene 40 stearate, and optionally citric acid or a salt thereof. 

44. (Previously Presented) The composition of claim 43, wherein propofol is present in 
an amount of about 0.5 to about 2.4 percent (w/v) of said composition; polyoxyethylene 20 
sorbitan monooleate is present in an amount of 2 to about 15 percent (w/v) of said 
composition; polyethylene glycol 400 is present in an amount of about 2 to about 20 percent 
(w/v) of said composition; and polyethylene glycol 40 stearate is present in an amount of about 
0.1 to about 1.5 percent (w/v) of said composition. 

45. (Currently Amended) The composition of claim 4y 3 or 30, wherein propofol is 
present in a concentration of about 1 to 3% (w/v) of said composition. 

46 (Previously Presented) The composition of claim 45, wherein propofol is present in 
a concentration of 0.5 to about 1.5 percent (w/v) of said composition. 

47. (Previously Presented) The composition of claim 46, wherein propofol is present in 
a concentration of about 0.9 to about 1.1 percent (w/v) of said composition. 

48. (Previously Presented) The composition of claim 47, wherein propofol is present in 
a concentration of about 1 percent (w/v) of said composition. 
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49. (Currently Amended) A method of inducing or maintaining anesthesia in a 
mammal, comprising administering to said mammal an amount of a formulation as claimed in 
any one of claims ±r3 or 30 effective to induce or maintain anesthesia. 

50. (Currently Amended) A multi-use container, comprising the formulation as 
claimed in any one of claims i-7-37 or 30. 
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